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(viii) Hazards.
(ix) Service and maintenance infor-

mation.
(7) Specimen collection and prepara-

tion for analysis, including a descrip-
tion of: (i) Special precautions regard-
ing specimen collection including spe-
cial preparation of the patient as it
bears on the validity of the test.

(ii) Additives, preservatives, etc.,
necessary to maintain the integrity of
the specimen.

(iii) Known interfering substances.
(iv) Recommended storage, handling

or shipping instructions for the protec-
tion and maintenance of stability of
the specimen.

(8) Procedure: A step-by-step outline
of recommended procedures from re-
ception of the specimen to obtaining
results. List any points that may be
useful in improving precision and accu-
racy.

(i) A list of all materials provided,
e.g., reagents, instruments and equip-
ment, with instructions for their use.

(ii) A list of all materials required
but not provided. Include such details
as sizes, numbers, types, and quality.

(iii) A description of the amounts of
reagents necessary, times required for
specific steps, proper temperatures,
wavelengths, etc.

(iv) A statement describing the sta-
bility of the final reaction material to
be measured and the time within which
it shall be measured to assure accurate
results.

(v) Details of calibration: Identify
reference material. Describe prepara-
tion of reference sample(s), use of
blanks, preparation of the standard
curve, etc. The description of the range
of calibration should include the high-
est and the lowest values measurable
by the procedure.

(vi) Details of kinds of quality con-
trol procedures and materials required.
If there is need for both positive and
negative controls, this should be stat-
ed. State what are considered satisfac-
tory limits of performance.

(9) Results: Explain the procedure for
calculating the value of the unknown.
Give an explanation for each compo-
nent of the formula used for the cal-
culation of the unknown. Include a
sample calculation, step-by-step, ex-
plaining the answer. The values shall

be expressed to the appropriate number
of significant figures. If the test pro-
vides other than quantitative results,
provide an adequate description of ex-
pected results.

(10) Limitation of the procedure: In-
clude a statement of limitations of the
procedure. State known extrinsic fac-
tors or interfering substances affecting
results. If further testing, either more
specific or more sensitive, is indicated
in all cases where certain results are
obtained, the need for the additional
test shall be stated.

(11) Expected values: State the
range(s) of expected values as obtained
with the product from studies of var-
ious populations. Indicate how the
range(s) was established and identify
the population(s) on which it was es-
tablished.

(12) Specific performance characteris-
tics: Include, as appropriate, informa-
tion describing such things as accu-
racy, precision, specificity, and sen-
sitivity. These shall be related to a
generally accepted method using bio-
logical specimens from normal and ab-
normal populations. Include a state-
ment summarizing the data upon
which the specific performance charac-
teristics are based.

(13) Bibliography: Include pertinent
references keyed to the text.

(14) Name and place of business of
manufacturer, packer, or distributor.

(15) Date of issuance of the last revi-
sion of the labeling identified as such.

(c) A shipment or other delivery of an
in vitro diagnostic product shall be ex-
empt from the requirements of para-
graphs (a) and (b) of this section and
from a standard promulgated under
part 861 provided that the following
conditions are met:

(1) In the case of a shipment or deliv-
ery for an investigation subject to part
812, if there has been compliance with
part 812; or

(2) In the case of a shipment or deliv-
ery for an investigation that is not
subject to part 812 (see § 812.2(c)), if the
following conditions are met:

(i) For a product in the laboratory re-
search phase of development, and not
represented as an effective in vitro di-
agnostic product, all labeling bears the
statement, prominently placed: ‘‘For
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Research Use Only. Not for use in diag-
nostic procedures.’’

(ii) For a product being shipped or de-
livered for product testing prior to full
commercial marketing (for example,
for use on specimens derived from hu-
mans to compare the usefulness of the
product with other products or proce-
dures which are in current use or rec-
ognized as useful), all labeling bears
the statement, prominently placed:
‘‘For Investigational Use Only. The
performance characteristics of this
product have not been established.’’

(d) The labeling of general purpose
laboratory reagents (e.g., hydrochloric
acid) and equipment (e.g., test tubes
and pipettes) whose uses are generally
known by persons trained in their use
need not bear the directions for use re-
quired by § 809.10 (a) and (b), if their la-
beling meets the requirements of this
paragraph.

(1) The label of a reagent shall bear
the following information:

(i) The proprietary name and estab-
lished name (common or usual name),
if any, of the reagent.

(ii) A declaration of the established
name (common or usual name), if any,
and quantity, proportion or concentra-
tion of the reagent ingredient (e.g., hy-
drochloric acid: Formula weight 36.46,
assay 37.9 percent, specific gravity 1.192
at 60 °F); and for a reagent derived
from biological material, the source
and where applicable a measure of its
activity. The quantity, proportion,
concentration or activity shall be stat-
ed in the system generally used and
recognized by the intended user, e.g.,
metric, international units, etc.

(iii) A statement of the purity and
quality of the reagent, including a
quantitative declaration of any impuri-
ties present. The requirement for this
information may be met by a state-
ment of conformity with a generally
recognized and generally available
standard which contains the same in-
formation, e.g., those established by
the American Chemical Society, U.S.
Pharmacopeia, National Formulary,
National Research Council.

(iv) A statement of warnings or pre-
cautions for users as established in the
regulations contained in 16 CFR Part
1500 and any other warnings appro-
priate to the hazard presented by the

product; and a statement ‘‘For Labora-
tory Use.’’

(v) Appropriate storage instructions
adequate to protect the stability of the
product. When applicable, these in-
structions shall include such informa-
tion as conditions of temperature,
light, humidity, and other pertinent
factors. The basis for such information
shall be determined by reliable, mean-
ingful, and specific test methods such
as those described in § 211.166 of this
chapter.

(vi) A declaration of the net quantity
of contents, expressed in terms of
weight or volume, numerical count, or
any combination of these or other
terms which accurately reflect the con-
tents of the package. The use of metric
designations is encouraged, wherever
appropriate.

(vii) Name and place of business of
manufacturer, packer, or distributor.

(viii) A lot or control number, identi-
fied as such, from which it is possible
to determine the complete manufactur-
ing history of the product.

(ix) In the case of immediate contain-
ers too small or otherwise unable to ac-
commodate a label with sufficient
space to bear all such information, and
which are packaged within an outer
container from which they are removed
for use, the information required by
paragraphs (d)(1)(ii), (iii), (iv), (v), and
(vi) of this section may appear in the
outer container labeling only.

(2) The label of general purpose lab-
oratory equipment, e.g., a beaker or a
pipette, shall bear a statement ade-
quately describing the product, its
composition, and physical characteris-
tics if necessary for its proper use.

[41 FR 6903, Feb. 13, 1976, as amended at 45
FR 3750, Jan. 18, 1980; 45 FR 7484, Feb. 1, 1980;
47 FR 41107, Sept. 17, 1982; 47 FR 51109, Nov.
12, 1982; 48 FR 34470, July 29, 1983]

Subpart C—Requirements for
Manufacturers and Producers

§ 809.20 General requirements for
manufacturers and producers of in
vitro diagnostic products.

(a) [Reserved]
(b) Compliance with good manufactur-

ing practices. In vitro diagnostic prod-
ucts shall be manufactured in accord-
ance with the good manufacturing
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